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CTRI Number CTRI/2021/12/038472 [Registered on: 07/12/2021] - Trial Registered Prospectively

Last Modified On 27/07/2022

Post Graduate Thesis No

Type of Trial Interventional

Type of Study Drug

Study Design Randomized, Parallel Group, Active Controlled Trial

Public Title of Study A clinical trial to evaluate the safety and efficacy of a fixed dose combination of three antidiabetic
drugs versus two antidiabetic drugs in patients with type 2 diabetes mellitus

Scientific Title of
Study

A Phase 3, multicenter, randomized, double-blind, double-dummy, parallel-group, active-controlled
study to compare the efficacy and safety of a fixed dose combination of Metformin hydrochloride
1000 mg SR, Sitagliptin 100 mg and Pioglitazone 15 mg tablets versus Janumet XR CP
(Combipack of Metformin hydrochloride 1000 mg SR and Sitagliptin phosphate100 mg) in patients
with Type 2 Diabetes Mellitus (T2DM)

Secondary IDs if Any Secondary ID Identifier

ALK24-MSP1 Version 3.0, Dated 6/Sep/2021 Protocol Number

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details of Principal Investigator

Name Dr Akhilesh Sharma

Designation President & CMO

Affiliation Alkem Laboratories Limited

Address Alkem Laboratories Limited, Alkem House, Devashish, Adjacent to
Matulya centre, Senapati Bapat Marg, Lower Parel Mumbai Mumbai
MAHARASHTRA 400013 India Mumbai MAHARASHTRA 400013
India
Mumbai (Suburban)
MAHARASHTRA
400013
India

Phone 9701346369

Fax

Email akhilesh.sharma@alkem.com

Details Contact
Person (Scientific
Query)

Details Contact Person (Scientific Query)

Name Dr Vinayaka Shahavi

Designation Deputy General Manager-Clinical Research

Affiliation Alkem Laboratories Limited

Address Alkem Laboratories Limited, Alkem House, Devashish, Adjacent to
Matulya centre, Senapati Bapat Marg, Lower Parel Mumbai Mumbai
MAHARASHTRA 400013 India
Mumbai (Suburban)
MAHARASHTRA
400013
India

Phone 9833219090

Fax

Email vinayaka.shahavi@alkem.com

Details Contact
Person (Public Query)

Details Contact Person (Public Query)

Name Dr Vinayaka Shahavi

Designation Deputy General Manager-Clinical Research

Affiliation Alkem Laboratories Limited

Address Alkem Laboratories Limited, Alkem House, Devashish, Adjacent to
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Matulya centre, Senapati Bapat Marg, Lower Parel Mumbai Mumbai
MAHARASHTRA 400013 India
Mumbai (Suburban)
MAHARASHTRA
400013
India

Phone 9833219090

Fax

Email vinayaka.shahavi@alkem.com

Source of Monetary or
Material Support

Source of Monetary or Material Support

> Alkem Laboratories Limited, ALKEM HOUSE, “Devashish”, Adjacent to Matulya centre,
Senapati Bapat Marg, Lower Parel west, Mumbai 400013

Primary Sponsor Primary Sponsor Details

Name Alkem Laboratories Limited

Address ALKEM HOUSE, “Devashish”, Adjacent to Matulya centre, Senapati
Bapat Marg, Lower Parel west, Mumbai 400013

Type of Sponsor Pharmaceutical industry-Indian

Details of Secondary
Sponsor

Name Address

NIL NIL

Countries of
Recruitment

List of Countries

India

Sites of Study Name of Principal
Investigator 

Name of Site Site Address Phone/Fax/Email

Dr Vaishali Pathak Deoyani Multispecialty
Hospital

Lane no.4. Plot no-121,
Dhanukar colony,
Kothrud, Pune-411038
Pune MAHARASHTRA
Pune
MAHARASHTRA

9325213624

vaishalipathakdeoyani
@gmail.com

Dr Jayashree
Shembalkar

Getwell Hospital &
Research Institute

20/1, Dr. Khare Marg,
Dhantoli
Nagpur-440012 Nagpur
MAHARASHTRA
Nagpur
MAHARASHTRA

9881015523

drshembalkar@gmail.c
om

Dr Mayura Choudhari Ishwar Institute of
Health care

Ishwar heights, 1st
floor, plot no.7, gut no
6/1, Beside Punjabi
bhawan, Padegoan
Aurangabad-431002,
Maharashtra, India
Aurangabad
MAHARASHTRA
Aurangabad
MAHARASHTRA

9822314268

ishwarhealthcare@gma
il.com

Dr Amol Dange Lifepoint Multispecialty
Hospital

145/1, Mumbai
Bangalore Highway,
Near Hotel Sayaji,
Wakad, Pune-411057
Pune MAHARASHTRA
Pune
MAHARASHTRA

9823912040

amoldange298@gmail.
com

Dr Asish Mondal Medical College and
Hospital

MCH building, 4th floor,
88 college street

9232467518
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kolkata-700073 Kolkata
WEST BENGAL
Kolkata
WEST BENGAL

drasish84@gmail.com

Dr Arindam Naskar School of Tropical
Medicine

108, Chitta Ranjan
Avenue, Kolkata -
70007 West Bengal -
700073 India Kolkata
WEST BENGAL
Kolkata
WEST BENGAL

9874749626

dr.arindam83@gmail.co
m

Dr Indraneel Basu Shubham
Sudhbhawana
Superspeciality Hospital

B31/80-23, Bhogabeer,
Lanka,
Varanasi-221005, UP
Varanasi UTTAR
PRADESH
Varanasi
UTTAR PRADESH

9935036063

dribasumd@yahoo.co.i
n

Dr Onkar Gavali Lokmanya
Multispecialty &
accident Hospital

Dhatrak Phata, Mumbai
Agra Highway, Nashik,
Maharashtra 422207,
India Nashik
MAHARASHTRA
Nashik
MAHARASHTRA

9860972279

omkarina_13@yahoo.c
om

Dr Sanket Sorate Sanjeevani Criticare
and Research Centre

Narayan Sankul, Near
Mahalaxmi Talkies,
Dindori Road,
Panchvati, Nashik
Maharashtra, 422003
India Nashik
MAHARASHTRA
Nashik
MAHARASHTRA

9850686858

drsanket.sanjeevani@g
mail.com

Dr Deepak Varade Shree Ashirwad
Hospital

C/3,4 ShreeComplex
opp, Mahavir nagar,
Manpada road,
Dombivali East, 410201
Mumbai
MAHARASHTRA

9870409142

deepak.varade@gmail.
com

Dr Meenakshi
Bhattacharya

Government Medical
College and Hospital-
Aurangabad

Department of
Medicine, near
Panchakki road,
Aurangabad- 431001
Aurangabad
MAHARASHTRA

9922931527

mabhattacharya@gmail
.com

Dr Siddanathi
Narasingha Rao

King George Hospital Department of General
Medicine, Rajendra
Prasad ward, King
George Hospital,
Andhra Medical college,
Maharanipeta, Vishakh
apatnam-530002
Visakhapatnam
ANDHRA PRADESH

9848136704

drsnarasingaraoresearc
h@gmail.com

Dr Amol Dube All India Institute of
Medical Sciences-
Nagpur

Department of
Medicine, Mihan,
Nagpur-441108,
Maharashtra

9422869933

Dubedramol@gmail.co
m

page 3 / 10 42



PDF of Trial
CTRI Website URL - http://ctri.nic.in

Nagpur
MAHARASHTRA

Dr Parth Patel Navneet Memorial
Hospital,
"SUSHRUSHA"

In the lane, opp sardar
patel seva samaj hall,
opp navrangpura,
telephone exchange,
Ahmedabad-380006
Ahmadabad
GUJARAT

8511153020

shushrushahospitalcr@
gmail.com

Dr Suhas Khaire Noble Hospital 153 A, Magarpatta city
road, Hadapsar, Pune
411013, Maharashtra
Pune
MAHARASHTRA

7045909355

suhaskhaire86@gmail.c
om

Dr Rashmi Nagdeve Government Medical
College & Hospital-
Nagpur

Department of
Medicine, Medical
Square, Hanuman
nagar, Nagpur- 440003
Nagpur
MAHARASHTRA

9850741231

rashminagdeve05@gm
ail.com

Dr Durga Prasad
Sadhupati

Help Hospital Private
Limited

D. NO. 27-29-23,
Behind Victoria
Museume, M.G. Road,
Governorpet,
Vijayawada- 520002,
Andhra Pradesh
Krishna
ANDHRA PRADESH

8985063114

durgaprsadsadupati@g
mail.com

Dr Sravani Tanna KIMS-ICON Hospital 32-11-02, Sheela
Nagar, BHPV Post,
Vishakhapatnam-
530012
Visakhapatnam
ANDHRA PRADESH

8008926520

sravani.tanna@gmail.c
om

Dr Pradip Dalwadi Nirmal Hospital Pvt Ltd Ring Road, Surat-
395002
Surat
GUJARAT

9930031264

drpradipdalwadi2018@
gmail.com

Dr S Suresh Kumar Panimalar Medical
College Hospital &
Research Institute

Varadharajapuram,
Poonamallee, Chennai-
600123
Chennai
TAMIL NADU

9994197191

sureshgplus@gmail.co
m

Dr Arif Ahmed Farooqui Landmark Hospitals Plot No. 127, Near
JNTU metro station,
Hydernagar main road,
Nizampet, Kukatpally,
Hydrabad- 500085,
Telangana
Hyderabad
TELANGANA

9885143487

dr.arifahmedfarooqui@
gmail.com

Dr Raghavendra S K Adichunchanagiri
Hospital & Research
Centre

B G Nagara-571448,
Nagamangala Taluk
Mandya, Karnataka
Mandya
KARNATAKA

9164592123

nanragakhu@gmail.co
m

Dr Ravindra Thakkar V. S. General Hospital Ellisbridge,
Ahmedabad, Gujarat-

8000496619
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380006
Ahmadabad
GUJARAT

ravithakkar007@gmail.
com

Dr Shaishav Bhanushali AIMS Hospital P72, Milap Nagar,
Dombivli East - 421203,
Maharashtra
Thane
MAHARASHTRA

9665173631

drshaishavbhanushali@
gmail.com

Dr Ashu Rastogi Post Graduate Institute
of Medical Education &
Researeh

Department of
Endochrinology, sector
12, Chandigarh-
160012
Chandigarh
CHANDIGARH

9781001046

ashuendo@gmail.com

Dr Ravi Reddy Kurnool Medical
College,

Dept of General
Medicine, Budhawara
peta, Kurnool, Andrha
Pradesh-518002
Kurnool
ANDHRA PRADESH

9440294007

dr.ravikaladhar@gmail.
com

Dr Sunil Wanve BAJ RR Hospital and
Research Center

P-14 MIDC Phase I,
Milap Nagar, Dombivali
east- 421203
Thane
MAHARASHTRA

9820328503

drsunilwanve52@gmail.
com

Dr Vijay Gaikwad Government Medical
College and Hospital,
Jalgoan

JilhaPeth, Government
Hospital Campus,
Jalgoan-425001,
Maharashtra
Jalgaon
MAHARASHTRA

9422274644

drvijaygka@gmail.com

Dr Pankaj Kannauje All India Institute of
Medical Sciences,

Gate No. 1, Great
Eastern Road, Opposite
Gurudwara, AIIMS
campus, Tatibandh,
Raipur Chattisgarh-
492099
Raipur
CHHATTISGARH

9752696488

drpankajkannauje@aii
msraipur.edu.in

Dr Dhruvi Hasnani Rudraksha
Multispeciality Hospital

1st floor Rajmandir
Complex, Rudraksh
hospital road off Barrja
flyover, Bareja- 382425
Ahmedabad
Ahmadabad
GUJARAT

8758485703

dhruvihasnani@gmail.c
om

Details of Ethics
Committee

Name of Committee Approval Status Date of Approval Is Independent Ethics
Committee?

Institutional Ethics
Committee for clinical
trail, AIIMS, Nagpur

Submittted/Under
Review

No Date Specified No

Altezza Institutional
Ethics Committee

Approved 26/12/2021 No

Altezza Institutional
Ethics Committee

Approved 20/02/2022 No

Clinical Research
Ethics Committee

Approved 31/01/2022 No
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Ethics Committee
Deoyani Multispeciality
Hospital

Approved 22/11/2021 No

Ethics Committee Help
Hospital Pvt Ltd

Approved 10/01/2022 No

Ethics Committee of
Ishwar Institute of
Healthcare

Approved 08/01/2022 No

Ethics Committee-
Landmark Hospitals

Approved 31/01/2022 No

Getwell Institutional
Ethics committee

Approved 30/11/2021 No

Institutional Ethics
Committee for Human
Research Medical
College and Hospital

Approved 08/12/2021 No

Institutional Ethics
Committee Kurnool
Medical College

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee Post
Graduate Institute of
Medical Education and
Research

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee, AIIMS
Raipur

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee, GMC
Jalgoan

Approved 09/02/2022 No

Institutional Ethics
Committee,
Government Medical
College, Aurangabad

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee,
Government Medical
College, Nagpur

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee, KIMS-ICON
Hospital

Approved 20/12/2021 No

Institutional Ethics
Committee, King
George Hospital

Approved 20/12/2021 No

Institutional Ethics Com
mittee,Adichunchanagiri
Hospital & Research
Centre

Approved 01/01/2022 No

Institutional Human
Ethics Committee,
Panimalar

Approved 13/12/2021 No

LPR Ethics Committee Approved 15/11/2021 No

Nirmal Hospital Ethics
Committee

Approved 14/12/2021 No

Noble Hospital
Institutional Ethics

Approved 12/01/2022 No
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Committee

Rudraksha Hospital
Ethics Committee

Approved 27/11/2021 No

Sangini Hospital Ethics
Committee

Approved 01/12/2021 Yes

Shree Siddhivinayak
Hospital Ethics
Committee

Approved 23/12/2021 Yes

Shree Siddhivinayak
Hospital Ethics
Committee

Approved 23/12/2021 Yes

Shrey Hospital
Institutional Ethics
Committee

Approved 17/01/2022 No

Shubham
Sudhbhawana
Superspeciality Hospital
Ethics Committee

Approved 27/11/2021 No

Suraksha Ethics
Committee

Approved 05/02/2022 No

Regulatory Clearance
Status from DCGI

Status Date

Approved/Obtained 15/09/2021

Health Condition /
Problems Studied

Health Type Condition

Patients Type 2 diabetes mellitus without complications

Intervention /
Comparator Agent

Type Name Details

Intervention Fixed dose combination of
Metformin, Sitagliptin, and
Pioglitazone.

Fixed dose combination tablets
of Metformin hydrochloride 1000
mg SR, Sitagliptin phosphate
100 mg and Pioglitazone 15 mg.
Treatment duration 24 weeks to
be taken orally once daily in the
morning with food.

Comparator Agent Combipack of Metformin and
Sitagliptin

Metformin hydrochloride 1000
mg SR and Sitagliptin
phosphate 100 mg. Treatment
duration 24 weeks to be taken
orally once daily in the morning
with food.

Inclusion Criteria Inclusion Criteria

Age From 18.00 Year(s)

Age To 65.00 Year(s)

Gender Both

Details 1. Willing to provide voluntary written informed consent and able to
comply with the protocol requirements <br/> 2. Male or female
patients with Type 2 DM of 18 to 65 years of age (both
inclusive)<br/> 3. Patients who have inadequate glycaemic control to
metformin ? 1500 mg/day for at least 6 weeks<br/> 4. Patients with
HbA1c value between 8.0% and 11.0% (both inclusive)<br/>

Exclusion Criteria Exclusion Criteria

Details 1. Known hypersensitivity to metformin, sitagliptin or pioglitazone or
to any of the excipients of the investigational products
2. Patients with BMI ? 40 kg/m2
3. Laboratory findings measured at screening:
a. Creatinine clearance (eGFR) b. Hemoglobin 2.5 X ULN
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g. Serum amylase and/or lipase > 3 X ULN
h. Any other screening laboratory value that is clinically significant in
the Investigator’s opinion precluding patient’s participation in the
study
4. Patients with Type 1 DM
5. Patients with fasting plasma glucose of > 270 mg/dL
6. Patients with history of macular edema
7. Patients with any type of acute metabolic acidosis (such as lactic
acidosis, diabetic ketoacidosis etc.)
8. Patients with acute conditions with the potential to alter renal
function such as dehydration, severe infection, shock, or
intravascular administration of iodinated contrast agents
9. Patients who have used corticosteroids for one week or more
within 3 months prior to screening
10. Patients with history of acute or chronic cardiovascular or
respiratory disease including myocardial infarction, coronary artery
disease or shock
11. Patients with cardiac failure or history of cardiac failure (NYHA
stages I to IV)
12. Patients with history of bladder cancer or currently presenting
with any sign or symptoms suggestive of bladder cancer
13. Positive testing for HIV, hepatitis B (hepatitis B virus surface
antigen [HBsAg]) or hepatitis C (hepatitis C virus antibody [HCV Ab])
virology
14. Patients who had suffered from COVID-19 within 8 weeks prior to
study drug administration or patients with suspected signs and
symptoms of COVID-19/ confirmed novel coronavirus infection
(COVID-19) or with history of travel / contact with any COVID-19
positive patient/isolation/quarantine
15. Women of childbearing potential not practicing any acceptable
methods of contraception during study. For this study, acceptable
and effective methods of contraception for females include:
a. Intrauterine device placed at least 6 months prior to the first study
dose and agree to follow throughout the study
b. Two barrier methods used together (cervical cap, diaphragm,
contraceptive sponge, or vaginal spermicide plus a male or female
condom)
c. Absolute sexual abstinence (no sexual intercourse or genital
contact with a male partner)
OR
d. Females who are surgically sterile
OR
e. Females who are post-menopausal for at least one year
16. Pregnant or lactating women
17. Patients with clinically significant medical history, vital signs,
physical examination as deemed by the investigator or designee

Method of Generating
Random Sequence

Computer generated randomization

Method of
Concealment

Centralized

Blinding/Masking Participant, Investigator, Outcome Assessor and Date-entry Operator Blinded

Primary Outcome Outcome Timepoints

Change in HbA1c levels from baseline to Week
24

Baseline to 24 weeks

Secondary Outcome Outcome Timepoints

1. Change in body weight from baseline to Week
24
2. Change in fasting plasma glucose (FPG) and

Baseline to 24 weeks
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post-prandial blood glucose (PPG) from baseline
to Week 24
3. To evaluate the safety and tolerability of the
investigational product

Target Sample Size Total Sample Size=236
Sample Size from India=236
Final Enrollment numbers achieved (Total)=Applicable only for Completed/Terminated trials
Final Enrollment numbers achieved (India)=Applicable only for Completed/Terminated trials

Phase of Trial Phase 3

Date of First
Enrollment (India)

15/12/2021

Date of First
Enrollment (Global)

No Date Specified

Estimated Duration of
Trial

Years=1
Months=1
Days=0

Recruitment Status of
Trial (Global)

Not Applicable

Recruitment Status of
Trial (India)

Closed to Recruitment of Participants

Publication Details Nil

Brief Summary

This is a Phase 3, multicenter, randomized, double blind, double-dummy, parallel-group,
active-controlled study in patients with Type 2 Diabetes Mellitus (T2DM)

A total of 236 patients who meet the eligibility criteria will be randomized in the ratio of 1:1
to receive either test product or reference product for 24 weeks

The total study duration will be approximately 12 months considering about 06 months of
recruitment period and 6 months of study period (4 weeks of screening period which
include 2 weeks of run-in period and 24 weeks of treatments period)

Screening period: 4 weeks (including 2 weeks of run-in period)

Treatment period:  IT will last for 24 weeks 

End of study (EOS) assessment:  EOS assessment will be performed at week 24 or at
the time of early discontinuation or withdrawal of the patient

The primary and secondary objectives of this trail are as follows: -

Primary efficacy endpoint:

Change in HbA1c levels from baseline to Week 24 

Secondary efficacy endpoint(s):

Change in body weight from baseline to Week 24 

Change in fasting plasma glucose (FPG) from baseline to Week 24 

Change in post-prandial blood glucose (PPG) levels from baseline to Week 24 

Safety endpoint(s):
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Treatment emergent serious and non-serious adverse events (AEs) during the study 

Alteration in clinical laboratory parameters during the study
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